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DETAILED ACTION 

Acknowledgement is made of Applicant's response filed 06/08/2009 
Claims 1-32 are pending. Claims 10-32 are withdrawn as being drawn to non- 
elect species. Claims 1 -9 are currently under consideration. As a point of clarification, 
claim 10 was withdrawn per Applicant's response (12/09/2007) to the species election 
(1 1/05/2007) wherein Applicant elected breast cancer. 

Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 1-5 and 8-9 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Hauf et al (Journal of Cell Biology) (IDS reference). 

Hauf discloses that hesperadin can be used to allow cells treated with paclitaxel 
to stabilize at a faster rate based on the interaction with the spindle assembly 
checkpoint (see page 288, column 1, last two paragraphs). The findings of Hauf 
indicate that hesperadin inhibits Aurora B and that Aurora B function is required for 
spindle assembly in human cells (see page 283, second column, last sentence). Said 
combination of paclitaxel and heperadin would have an effect on breast cancer cells. 
This reads on instant claims 1-5 and 8-9. . 

Hauf fails to directly disclose delivery of said composition to an individual. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to administer the composition to an individual. One would have 
been motivated to do so since Hauf teaches the advantages of the composition on 
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breast cancer cells, which effect individuals. Furthermore, Hauf identifies a nexus 
between hesperadin, Aurora B function, and spindle assembly in human cells (see page 
283, second column, last sentence). There would be a reasonable expectation of 
success in the combination since cell lines are normally tested prior to administration to 
an individual in order to determine their overall safety and efficiency. 



Response to Arguments and Declarations 
Applicant argues in the remarks, and the 131 and 132 declarations filed 
06/08/2009 that the Anand et al reference is not citable against the presently claimed 
invention (see Remarks, page 4, paragraph 2). Applicant states that the 131 
declaration, at least to the extent it may be found in the cited Hauf et al reference, was 
described in the Applicants earlier publication of Anand et al. Applicant argues that the 
Anand et al reference establishes Applicant's prior inventorship. Applicant's arguments 
and declarations have been fully considered and are not found persuasive. First, it is 
noted that the Anand et al reference is not being relied upon in making the rejection, 
wherein it is noted that Hauf et al directly teaches that paclitaxel is useful in the 
treatment of breast cancer. Secondly, it is noted that Applicant is attempting to 
antedate the Hauf et al reference, however, Hauf et al is unable to be antedated by 
Anand et al since Anand et al does not provide sufficient teaching for the invention as 
currently claimed. Applicant is currently claiming a combination of taxol and Aurora 
kinase inhibitor, which is taught by Hauf et al, whereas Anand et al, while being directed 
to the mitotic spindle assembly inhibitor paclitaxel, does not teach the use of Aurora 
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kinase inhibitors. Anand et al rather addresses the negative effects associated with 
Aurura-A over-expression by utilizing BUB1 which affects the spindle checkpoint which 
the Aurura-A is having a negative effect upon, rather than inhibiting Aurura kinase. 
Therefore, Applicant's arguments are not found persuasive since Anand et al is not 
teaching the same invention/combination as either Hauf et al or the instantly claimed 
invention. 

Claim 6 is rejected under 35 U.S.C. 103(a) as being unpatentable over Hauf 
et al (Journal of Cell Biology) (IDS reference) as set forth above for instant claims 
1-5, in further view of Slamon et al (N.E.J.M.) as evidenced by Lange et al (EMBO 
Journal). 

The teachings of Hauf is set forth above wherein it is further noted that Hauf 
teaches that Aurora B antibodies have been utilized to overcome nocodazole-induced 
arrest in cultured cells which Hauf indicates suggests a direct role of Aurora B in the 
spindle assembly checkpoint (see page 292, first column, second paragraph, last 
sentence). 

Hauf fails to directly disclose that the Aurora kinase inhibitor is an antibody. 

Slamon teaches a recombinant monoclonal antibody is utilized in breast cancer 
patients to aid in correcting the over expression of HER2 which is over-expressed in 25 
to 30% of breast cancers (see Abstract, first eight lines). Lange shows that members of 
the Aurora Kinase family are over-expressed in tumor types, such as human colorectal, 
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breast , prostate, and ovarian cancers (see page 5372, first column, last paragraph, 
fourth sentence). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to utilize antibodies to mediate the over-expression of Aurora in a 
breast cancer patient. One would have been motivated to do so since Slamon teaches 
the mediation of HER2 over-expression in breast cancer patients by the utilization of 
antibodies. There would be a reasonable expectation of success in the combination 
since Applicant identified in the instant specification that there are many well known 
methods of acquiring antibodies (see instant specification, page 7, lines 1-13). 
Furthermore, it was well known in the art that Aurora kinases are over-expressed in 
breast cancer patients, and it is also known in the art that antibodies can be used to 
mediate over-expression of HER2. One would have looked to various options to 
overcome the Aurora over-expression, such as antibodies. One would have particularly 
looked to antibodies since Slamon teaches a method of reducing HER2 gene over- 
expression by using antibodies (see Slamon (see page 783, last paragraph through 
784, first paragraph). 

Response to Arguments and Declarations 
Response to Applicant's arguments and declarations are set forth above. 

Claim 7 is rejected under 35 U.S.C. 103(a) as being unpatentable over Hauf 
et al (Journal of Cell Biology) (IDS reference) as set forth above for instant claims 
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1 -5, in further view of Obermiller et al (Breast Cancer Res) as evidenced by Lange 
etal (EMBO Journal). 

The teachings of Hauf is set forth above. 

Hauf fails to directly disclose that the Aurora kinase inhibitor is a sense or anti- 
sense nucleic acid. 

Obermiller teaches that gene therapy is useful when trying to correct specific 
molecular defects that contribute to the cause or progression of cancer, specifically, 
breast cancer (see abstract). 

It was well known in the art that Aurora kinases are over-expressed in breast 
cancer patients, and it is also known in the art that gene therapy can be used to can 
provide selective targeting of specific issues, such as Aurora kinase over-expression. 
Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to utilize sense or anti-sense nucleic acids to mediate the over- 
expression of Aurora in a breast cancer patient. One would have been motivated to do 
so since Obermiller teaches that gene therapy provides the ability to correct specific 
molecular defects that contribute to the cause or progression of cancer, this would 
include the over-expression of Aurora kinase in breast cancer patients. There would be 
a reasonable expectation of success in the combination since Applicant identified in the 
instant specification that there are many well known methods of down-regulating gene 
expression (see instant specification, page 8, lines 6-9 and page 10, lines 21-27). 
Response to Arguments and Declarations 

Response to Applicant's arguments and declarations are set forth above. 
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Conclusion 

No claims allowed. All claims rejected. No claims objected. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to TREVOR M. LOVE whose telephone number is 
(571)270-5259. The examiner can normally be reached on Monday-Thursday 7:30- 
5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sharmila Landau can be reached on 571-272-0614. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

TL 



/Sharmila Gollamudi Landau/ 
Supervisory Patent Examiner, Art Unit 1611 



